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LE PAGE ET AL. 



Art Unit 
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» The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S. C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 



I )[X] Responsive to communication(s) filed oh 25 November 2003 . 
2a)D This action is FINAL. 2b)[X] This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) [El Claim(s) 1-23 is/are pending in the application. 

4a) Of the above claim (s) 2.4-9,12-16 and 18-23 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) KI Claim(s) 1.3.10.11 and 17 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing (s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121(d). 

I I )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)[X] Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)[X] None of: 

1 .□ Certified copies of the priority documents have been received. 
2.D Certified copies of the priority documents have been received in Application No. 



3-D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
See the attached detailed Office action for a list of the certified copies not received. 



Attach ment(s) 

1 ) [X] Notice of References Cited (PTO-892) 

Notice of Draftsperson's Patent Drawing Review (PTO-948) 
Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 
Paper No{s)/Mail Date . 



2) 
3) 



4) D Interview Summary (PTO-41 3) 

Paper No(s)/Mail Date. . 

5) Q Notice of Informal Patent Application (PTO-1 52) 

6) □ Other: . 



U.S. Patent and Trademark Office 
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Applicant's election without traverse of Invention I, Claims 1,3, 10, 11, and 1 7 drawn to 
ID-38 (SEQ ID NO: 72) in the paper filed November 25, 2003 is acknowledged. 

Applicants inferred that the election of SEQ ID NO: 72 is a species election. Perusal of the 
Restriction Requirement indicates that this was an election of a specific sequence, and not a 
species election. 

Claims 2, 4-9, 12-16, 18-23 have been withdrawn from further consideration by the 
Examiner because these claims are drawn to non-elected inventions. Claims 1,3, 10, 11, and 1 7 
are currently under examination. 

Priority is acknowledged to July 27, 1 998. 

The disclosure is objected to because of the following informalities: Cross reference to 
priority data should be placed at page 1 . Also, sequence identification numbers are to be 
inserted with each sequence -see 37 CFR 1.821 (d): 

(d) Where the description or claims of a patent application discuss a sequence 
that is set forth in the "Sequence Listing" in accordance with paragraph (c) of 
this section, reference must be made to the sequence by use of the sequence 
identifier, preceded by "SEQ ID NO:" in the text of the description or claims, 
even if the sequence is also embedded in the text of the description or claims of 
the patent application. 
Appropriate correction is required. 
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35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or 
composition of matter, or any-new and useful improvement thereof, may obtain a patent 
therefor, subject to the conditions and requirements of this title. 



Claims 1 and 3 are rejected under 35 U.S.C. 101 because the claimed invention is 
directed to non-statutory subject matter. The protein is not stated to be isolated or purifed. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regards as his invention. 

Claims 1 , 3, 10, 11, and 1 7 are rejected under 35 U.S.C. 1 1 2, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. These claims contain non-elected subject matter; therefore, 
it is not clear what applicants regards his elected invention to be. Also/in Claim 3, it is not clear 
what 50% identity to a fragment or derivative means, that is, how long is the fragment or 
derivative such that one skilled in the art can know when this limitation is met? 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the same and shall set forth the best mode contemplated by the inventor of carrying 
out his invention. 

Claims 1 , 3, 1 0, 1 1 , and 1 7 are rejected under 35 U.S.C. 1 1 2, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which was not 



described in the specification in such a way as to enable one skilled in the art to which it 
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pertains, or with which it is most nearly connected, to make and/or use the invention. ID-38 (SEQ 
ID NO: 72) has not been shown to have any activity, or to be useful as a vaccine against GBS 
challenge. Indeed, the cellular location of ID-38 and it's position to be a useful as a vaccine is 
not set forth. 

In Ex parte Formon (230 USPQ 546) the Board considered the issue of enablement in 
molecular biology. The Board held that the following factors should be considered to determine 
whether the claimed invention would require of the skilled artisan undue experimentation: 

1 ) Quantity of experimentation necessary: It would require experimentation to determine 
if the ID-38 (SEQ ID NO: 72) is useful as a vaccine or not. 

2) Amount of direction or guidance presented: Many examples are explicitly shown 
regarding how to determine if the ID-38 (SEQ ID NO: 72) is useful as a vaccine or not. 

3) Presence or absence of working examples: There are no working examples regarding 
ID-38, SEQ ID NO: 72. 

4) Nature of the invention; 5) State of the prior art; 6) Relative skill of those in the art: The 
invention in general terms is well-known in the art, and there are many patents drawn to Group B 
Streptococcus vaccines. 

7) Predictability or unpredictability of the art: Within the specification, unpredictability of 
whether sequences derived from Group B Streptococcus can be used as vaccines can be 
found. For example, ID-8, ID-9, ID-25, ID-13, ID-15, ID-72, ID-42, ID-67, ID-69, ID-71, ID-73, ID-74, and 
ID-75 DNA vaccines did not show significantly longer survival times in response to GBS challenge 
when compared to unvaccinated control groups. Sequences used as vaccines such as ID-10, 
ID-48, ID 47, ID-37, ID-6, ID-17, ID-40, ID-65, ID-66, ID-68, ID-70, and ID-76 DNA vaccines did show 
significantly longer survival times in response to GBS challenge when compared to 
unvaccinated control groups. Thus, it is not predictable if ID-38. (SEQ ID NO: 72) can be used as a 
vaccine or not. 
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8) Breadth of the claims: The claims are not particularly broad. 

For all of these reasons, the specification is not considered to be enabling for one skilled 
in the art to make and use the claimed invention. 

Claims 1,3, 10, 11, and 1 7 are rejected under 35 U.S.C. 1 1 2, first paragraph, as failing to 
comply with the written description requirement. The claim (s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one skilled in 
th e relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. The specification does not describe ID-38 (SEQ ID NO: 72) or fragments or 
variants of ID-38 having any activity. Therefore, ID-38, and fragments or variants of ID-38 having 
activity are not described in the specification. 

No Claims are allowed. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Karen Cochrane Carlson, Ph.D. whose telephone number is 571-272-0946. 
The examiner can normally be reached on 7:00 AM - 4:00 PM, off alternate Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Dr. Christopher Low can be reached on 571-272-0951 . The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR system, 
see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




KAREN COCHRANE CARLSON, PH.D 
PRIMARY EXAMINER 



